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AMENDMENTS TO THE DRAWINGS 

The attached two (2) sheets of drawings are replacement formal drawings to replace 
the drawing sheets originally filed in this application. Applicants respectfully submit that the 
amendment to the drawings do not constitute new matter. 
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REMARKS 

1. In response to the Office Action mailed July 14, 2005, Applicants respectfully request 
reconsideration. Claims 1-31 were originally presented for examination. In the outstanding 
Office Action all claims were rejected. By the foregoing Amendments, claims 1, 2 and 31 
have been amended. No claims have been cancelled or added. Support for these 
amendments can be foxmd throughout the Applicants' disclosure, including at page 11, lines 
18-28. Thus, upon entry of this paper, claims 1-31 will remain pending in this application. 
Of these thirty-one (31) claims, three (3) claims (claims 1, 2, and 31) are independent. Based 
on the above Amendments and following Remarks, Applicants respectfully requests that the 
outstanding rejections be reconsidered, and that they be withdrawn. 

Objections to the Drawings 

2. The Examiner has objected to the drawings under 37 C.F.R. 1 .84(p)(5) because tip 
member 29 was not identified in the figures. The replacement drawing sheet attached hereto 
includes an amendment to FIG. 4 to identify the tip member 29. Withdrawal of this objection 
is, therefore, respectfully requested. 

3. The Examiner has further objected to the drawings under 37 C.F.R. 1 .83(a) because 
'the additional layer surrounding the elongate member" was not shown in the FIGS. The 
attached replacement drawing sheet amends FIG. 1 to include the "additional layer 
surrounding the elongate member," identified as 16 and fluid ingress means, identified as 19. 
Withdrawal of this objection is, therefore, respectfully requested. 

Objections to the Specification 

4. In response to the Examiner's objection to the drawings. Applicants have amended 
the specification to describing the amendments to the drawings. Applicants submit that no 
new information has been added to the specification and support for this amendment may be 
found at pages 10-11 of Applicants' disclosure. Therefore, Applicants respectfully request 
that the above amendment accommodates the objection and, therefore, that the objection be 
withdrawn. 
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Foreign Priority 

5. Applicants note with appreciation the Examiner's acknowledgement of foreign 
priority under 35 U.S.C. § 1 19, 

6. Applicant's note with appreciation Examiner's acknowledgement of receipt of 
certified copies of the priority documents. 

Art of Record 

7. Applicants acknowledge the receipt of form PTO-892 listing additional references 
identified by the Examiner. 

8. Applicants thank the Examiner for the return of form PTO-1449 filed by Applicants on 
February 28, 2002, September 22, 2003 and March 22, 2004, which have been initialed by 
the Examiner indicating consideration of the references cited therein. 

Claim Rejections Under 35 U.S.C. §103(a) 

9. The Examiner has rejected independent claims 1 and 2, and dependent claims 3-30, 
under 35 U.S.C. § 103(a) as being unpatentable over U.S. Patent No. 5,653,742 to Parker et 
al (hereinafter, "Parker") in view of U.S. Patent No. 4,046,151 to Rose (hereinafter, "Rose"). 
Furthermore, the Examiner has rejected independent claim 31 and dependent claims 1 1 and 
12 under 35 U.S.C. §103(a) as being unpatentable over Parker in view of Rose and further in 
view of U.S. Patent Number 4,381,013 to Dutcher (hereinafter, "Dutcher"). Moreover, 
claims 8, 20, 22-23 and 29-30 have been further rejected by the Examiner under 35 U.S.C. 

§ 103(a) as being unpatentable over Parker in view of Rose and further in view of U.S. Patent 
No. 6,1 19,044 to Kuzma (hereinafter, "Kuzma"). The Examiner has further rejected claims 
15-19 and 26 imder 35 U.S.C. §103(a) as being unpatentable over Parker in view of Kuzma 
and further in view of Dutcher. 

10. Specifically, the Examiner asserts that Parker teaches the claimed implantable tissue 
stimulating system comprising an "elongate member" made of "resiliently flexible" elastic 
material upon which a plurality of electrodes are mounted. The Examiner further asserts that 
Parker teaches a stiffening element that biases an elongate member into a first configuration 
such that the elongate member may be inserted in an implantee's body and that the elongate 
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member adopts a second configuration when the stiffening element is removed. The 
Examiner refers Applicants to figures 1 and 2 of Parker in support of these assertions. 
However, the Examiner has acknowledged that Parker fails to disclose the adaptation of the 
elongate member to an intermediate position as the stiffening element is removed. The 
Examiner has further acknowledged that Parker fails to teach a tissue stimulating device 
comprising a first stiffening element and at least a second stiffening element. The Examiner 
relies on Rose for such teachings, asserting that Rose teaches a body implantable lead 
comprising two stiffening stylets to provide rigidity and torque to the end of the implant. 
{See, Office Action, page 4.) 

11. Based on the above interpretations of Parker and Rose, the Examiner asserts that it 
would have been obvious to one of ordinary skill in the art at the time the invention was made 
to include the two stylets of Rose in Parker's "implantable stimulation device." The alleged 
motivation provided by the Examiner to make such a combination is that it would "provide 
added physician control during implantation into a patient." {See, Office Action, page 4.) 

12. Applicants respectfully traverse this rejection. First, the Examiner incorrectly asserts 
that the intermediate configuration adopted by the elongate member following removal of a 
stiffening element as claimed in the present invention, "would have been an obvious matter 
of design choice." Second, there is no teaching or suggestion in the art of record to modify 
the tissue stimulating device of Parker much less that it be modified to include the stylets of 
Rose. Third, even if Parker were to be combined vsdth Rose as proposed in the Office Action, 
the resulting combination would not contsiin the elements of Applicants' claimed invention as 
recited in the foregoing independent claims. Based on these facts, Applicants respectfully 
assert that the obviousness rejections are improper and should be withdrawn. 

The Adoption of an Intermediate Configuration Upon Removal of a 
Stiffening Element is Not **An Obvious Matter of Design Choice*' 

13. Contrary to the Examiner's assertions, this feature of Applicants' claimed invention 
does solve problems found in the prior art, and the present invention would not perform 

"equally well" with an elongate member that simply adopts a second configuration upon 
removal of the stiffening element. 
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14. The Examiner acknowledges that Parker fails to teach or suggest that when a 
stiffening element is removed from the elongate member, the elongate member adopts an 
intermediate configuration. However, the Examiner improperly alleges that this feature of 
the claimed invention "would have been an obvious matter of design choice" and that 
"applicant has not disclosed that the intermediate configuration solves any stated problem or 
is for any particular purpose and it appears that the invention would perform equally well 
with elongate member adopting the second configuration upon removal of the stiffening 
element." {See^ Office Action, pages 3-4.) 

15. Applicants respectfiiUy disagree. Applicants' disclosure clearly discloses the 
particular purpose, advantage, and benefit of Applicants' present invention. For example, it 
is noted in Applicants' application that adoption of an intermediate configuration upon 
removal of a stiffening element provides a surgeon with a means to control the rate of 
curvature of the elongate member during insertion in an implantee. The ability of a surgeon 
to control the rate of curvature of an implantable device could present numerous advantages, 
and applicants submit, by means of example, that this ability could reduce the potential for 
trauma to the implantee. {See, pg. 11, Ins. 29-33; pg. 17, Ins. 15-20.) Therefore, Applicants 
respectfiiUy submit that the use of an intermediate configuration was not an arbitrary "design 
choice" that was inherent in the art of record. 

There Is No Motivation To Combine Parker and Rose 
as Proposed in the Office Action 

16. As noted, the Examiner asserts that would have been obvious to one of ordinary skill 
in the art at the time the invention was made to include the two stiffening elements of Rose in 
the implantable stimulation device of Parker "to provide added physician control of Parker's 
stimulation device during implantation into a patient." {See, Office Action, page 4.) 

17. Applicant respectfully disagrees. The Examiner has not provided proper support for 
the assertion that one of ordinary skill, without having had the benefit of Applicants' novel 
teachings before them, would have been motivated to make the novel combination of 
elements as recited in Applicants' claimed invention. 

18. Parker discloses an electrode assembly 20 having an electrode carrier 10 formed of an 
elongated member 12, made from a material which has shape memory and is pre-cxirved to 



Page 12 



Application No. 10/070,102 
Attny Docket: COCH-0043-US 1 



Response To Action 
dated July 14, 2005 



the shape of the modiola, and a stiffening sheath 18 that dissolves or biodegrades when the 
material is immersed in cochlear fluid. Upon insertion of electrode assembly 20, the 
physician has control over the device due to the time-controlled dissolution of stiffening 
sheath 18. As the physician inserts the device, the stiffening sheath 18 dissolves, thereby 
allowing the electrode carrier 10 to assume its pre-curved shape. {See, Parker, col. 3, Ins. 14- 
63.) There is no teaching or suggestion in Parker that this time-controlled dissolution of 
sheath 1 8 inadequately provides the physician with sufficient control over the electrode 
assembly 20 during insertion. Therefore, Parker neither teaches nor suggests that there is any 
need *to provide added physician control of Parker's stimulation device during implantation 
into a patient" as alleged by the Examiner. 

19. Thus, the Examiner has failed to provide any evidence, whether in the form of some 
teaching, suggestion, incentive or inference in Parker or other art of record, or in the form of 
generally available knowledge, that one having ordinary skill in the art would have been led 
to modify the relevant teachings of Parker in the manner proposed in the Office Action. This 
is because no such motivation exists in the applied reference. Thus, the only conclusion that 
could be drawn, based on the record of this application, is that the suggestion forming the 
basis for the Examiner's otherwise factually unsupported conclusion must have come from 
Applicants' own novel disclosure; that is, they are based on impermissible hindsight. It too 
well settled for citation that an Applicant's own novel disclosure cannot be used to supply the 
teaching or suggestion that is missing from the known art. 

20. Applicants respectfully request that should the Examiner maintain this rejection, that 
the next Action be made non-final and include specific citations to the art of record 
supporting the Examiner's contentions. Should the Examiner rely on facts outside the record 
of this application in support of the notion that one of ordinary skill in the art at the time of 
the invention would have been motivated to combine the teachings of Rose £ind Parker, 
Applicants then request that the Examiner take official notice and provide an Affidavit of 
such in accordance with MPEP 2144.03. 
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Even if There Was Motivation to Combine the References, the Resulting 
Combination Would Not Contain All The Elements of Applicants' Claimed 
Invention 

21 . For the reasons noted above. Applicants assert that there is no motivation to combine 
the cited references as proposed in the Office Action. However, even if one of ordinary skill 
in the art at the time of the invention were motivated to modify Parker in view of Rose as 
proposed by the Examiner, the resulting system would still not result in, neither would it have 
advantages of, the present invention. 

22. Specifically, neither Rose, Parker nor the other art of record, whether taken alone or 
in combination, teach an implantable tissue-stimulating device that comprises "a first 

stiffening element; at least a second stiffening element wherein said first stiffening 

element and said second stiffening element in combination bias said elongate member into 
said first configuration and further wherein if either the first stiffening element or the second 
stiffening element is removed from the elongate member, the elongate member adopts said at 
least one intermediate configuration." {See^ claim 1, above.) 

23. Specifically, Rose fails to teach or suggest the use of "a first stiffening element; and at 
least a second stiffening element" as is claimed in the present invention because the stylets 
disclosed in Rose, like the stylets in Parker, do not allow for an intermediate position of an 
elongate member. When the stylets in Rose are fully inserted into the lead, the stylets stretch 
the lead beyond its normal length to increase the torsional rigidity of the lead. However, 
when the stylets are partially inserted into the lead, the lead becomes very flexible and 
difficuh to manipulate. {See^ Rose, col. 1, Ins. 29-32; col. 2, Ins. 11-14; Figure 1.) Nowhere 
in Rose is there a suggestion that the lead may adopt an intermediate position depending on 
the removal of one stylet. In fact. Rose suggests that the removal of one stylet would have 
absolutely no impact on the lead because Rose discloses the use of a single stylet to 
accomplish the same lead stretch. Rose, Col. 2, Lines 5-24.) Therefore, Applicants 
respectfully asserts that the Examiner's reliance on Rose was misplaced. 

24. Nor does Rose teach or suggest the use of "a first stiffening member; and at least a 
second stiffening member . . . wherein ... in combination bias said elongate member into 
said first configuration." As acknowledged by the Examiner, the stiffening stylets disclosed 
in Rose merely "impart rigidity ... to the distal end of the implant." (See, Office Action, 
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page 4.) In fact, the stylets disclosed in Rose must be selectively manipulated to stretch the 
lead beyond its normal length to increase the torsional rigidity of the lead. {See^ Rose, col. 2, 
Ins. 11-14.) This suggests that the stylets in Rose require an extemal operation to force the 
stylets and the lead into a rigid position. Therefore, because the stylets in Rose do not alone 
hold an elongate member in a bias configuration. Rose also fails to teach or suggest this 
element of the present invention. 

25. For at least the above reasons. Applicants respectfully assert that the Section 103 
rejections of Applicants' claimed invention are improper and should be withdrawn. 

Dependent Claims 

26. The dependent claims incorporate all of the subject matter of their respective 
independent claims and add additional subject matter, which makes them a fortiori and 
independently patentable over the art of record. Accordingly, Applicants respectfully request 
that the outstanding rejections of the dependent claims be reconsidered and withdrawn. 

Conclusion 

27. In view of the foregoing, this application should be in condition for allowance. A 
notice to this effect is respectfully requested. 




Respectfully submitted. 



^?fycirael G. verga 
Reg. No. 39,410 



October 31, 2005 
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